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DETAILED ACTION 
Status of the Application 

Claims 1-14 and 16-28 are pending in this action. The rejection of claims 1-3, 10, 12-14 
and 19 has been affirmed (see BPAI decision of 9/21/06). Claims 1-3, 10, 12-14 and 19 have 
been withdrawn and are not subjected to further review in view of the decision by BPAI dated 
09/21/06. Claims 4-9, 11, 16-18 and 20-28 are now rejected over Ueda et al (U.S. Patent No. 
6,831,103 Bl). 

Inventorship 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1,148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness . 

Claims 4-9, 11, 16-18 and 20-28 are rejected under 35 U.S.C- 103(a) as being 
unpatentable over Ueda et al (U.S. Patent No. 6,831,103 Bl). 

The instant invention is drawn to a method for promoting sleep in an individual having 
sleep disorders, comprising administering an effective sleep-promoting amount of theanine to the 
individual having sleep disorders. 

The instant invention is also drawn to a method of promoting sleep comprising 
administering to a patient suffering from a sleep disorder a composition comprising sugar, L- 
theanine, flavor and tartaric acid. 

The instant invention is also drawn to a method of promoting sleep in a human having a 
sleep disorder, comprising: administering to a human an effective amount of theanine to 
moderate or ameliorate a sleep disorder selected from the group consisting of insomnia, vigilance 
in middle of sleep, vigilance in early morning and disturbance of restful sleep. 

Ueda et al. ('103) teach a theanine-containing composition, which can be used for a food 
composition, pharmaceutical composition and the like, for suppressing and ameliorating various 
symptoms accompanying diminished homeostasis, such as sleep disorders, obesity, anxiogenic 
symptoms, premenstrual syndrome, sensitivity to cold, menopausal disorders and autonomic 
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imbalance. The invention also includes a mineral composition, in which peculiar taste is reduced 
that comprises theanine and a mineral (see Abstract); (column 1, lines 13-22); (col. 1, line 66 - 
col. 2, line 17). Methods of treating an individual in need of suppressing or ameliorating one or 
more symptoms accompanying diminished homeostasis is also disclosed (see Claims 1-18 at 
columns 19-22). 

According to Ueda et ai 9 the composition of the invention comprising theanine has 
suppressive and ameliorating effect on various diseases, including amelioration of sleep 
disorders (col. 3, lines 50-59). Additional symptoms that can be treated include insomnia (col. 5, 
lines 54-65). 

Ueda et al. teach that any of L-theanine, D-theanine and DL-theanine are usable, among 
which the L-form is preferred in the present invention, because it is approved as a food additive 
and it is economically utilizable (col. 3, lines 13-16). In addition, the theanine used may be of 
any forms, such as purified products, crudely purified products, extracts and the like (col. 3, lines 
16-19). The theanine contained in the mineral composition may also be any of L-form, D-form 
and DL-form. Among them L-form is preferable because its improvement of the effect of the 
metal taste is high (col. 8, lines 47-51). 

The amount of administration of the theanine for sufficiently exhibiting the amelioration 
effect for sleep disorders is preferably from 0.2 to 200 mg/kg* day (col. 6, lines 3-6). Theanine 
content in the composition may be adjusted and is preferably from 0.00025 to 100% by weight 
(col. 4, lines 15-21). Theanine can be formulated in dry foods, supplements, liquid foods, such 
as soft drinks, mineral water, luxury beverages and alcoholic beverages (col. 6, lines 17-32). 
When the theanine-containing composition is used for a pharmaceutical composition, its forms 
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include any one of solutions, suspensions, powders, molded solids and the like and can be 
provided as capsules, tablets, powders, granules, drinks and the like (col. 7, lines 18-29); (col 8, 
lines 30-46). 

The composition may further comprise a mineral (col. 3, lines 21-22). Suitable minerals 
disclosed include iron, magnesium, copper, zinc, selenium, calcium, potassium, manganese, 
chromium, iodine, molybdenum, nickel and vanadium or salts thereof. The mineral may be 
constituted by a single metal element or a plurality of metal elements (col. 3, lines 22-37); (col. 
7, lines 42-51). 

In addition, the theanine can be used in combination with other ingredients. Other 
ingredients taught include herbs, extracts, vitamins and dietary sweeteners (col. 3, lines 38-49). 

Example 6, Table 3, at columns 11-12 demonstrates theanine-containing candies using L- 
theanine, granulated sugar, malt syrup, flavor (lemon), tartaric acid and water. 

Figure 5 demonstrates a graph showing sleeping time for theanine-administered group, 
non-applying group, and non-administered group, respectively (col. 2, lines 38-40). 

Example 12 at column 18, lines 50-67 demonstrate administration of theanine, whereby 
sleeping time was measured. The results confirmed that the sleep disorders in menopause was 
suppressed by the administration of the theanine composition. 

It is the position of the Examiner that the instant invention would be deemed prima facie 
obvious, given the explicit teachings of Ueda et al Ueda et al vividly teach methods for 
ameliorating or suppressing conditions of sleep disorders, insomnia and the like, by 
administration of a theanine composition, that includes minerals, sugars, acids (tartaric) and 
flavors. The prior art clearly recognizes and teaches formulations and methods for suppressing 
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sleep disorders in an individual, whereby the formulations are comprised of similar components 
as claimed by Applicant and used for the same field of endeavor to treat similar problems (i.e., 
sleep disorders). Thus, based on the explicit teachings of Ueda et aL, the instant invention, when 
taken as a whole, would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made. 

Conclusion 

—No claims are allowed at this time. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday through Friday during regular business hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on (571) 272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto. gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



HumeraN. Sheikh 
Primary Examiner 
Art Unit 1615 
November 6, 2006 
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